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JNleBemup® dnekclleH® (Levemir® FlexPen®)

(insulin detemir | uHcynuH petemup)

PeructpauunoHHbin Homep J1C-000596 ot 29.07.2005

Toprosoe HaaBaHue: JleseMnp® P nekclleH®

MHH: HcynuH netemnp

INekapcTBeHHasi bopma:

PaCTBOp Onga NnoaKO>XHOro seeneHuns

CoctaB

B 1 Mn npenapara conoepXunTcs: akTUBHOE BeWeCcTBO: UHCYNNH getemup - 100 EL;
BCMOMOraTe/bHble BewecTBa: MaHHUTO/, peHoN, MeTakpesos, UnHKa auertar, HaTpus
xnopua, aMHaTpusa gpocdar gurnapart, HaTpus rmgpokcua, XAopucToBo40pPOAHASA KUCOTA,
Boda Ana uHbekumn. OgHa Wwnpuu-pyyka cogepXxuT 3 Mn pacteopa, akeBusaneHTHoro 300
EL.

OnHa egnHnua UHcynHa geteMup cogepxut 0,142 mr 6ecconeBoro UHCynnMHa aeTeMup.
OnHa egnHuua nHcynuHa getemup (EL1) cooTBeTCTBYET OOHON €ANHULE YEeNOBEYECKOro
nHcynuHa (ME).

OnucaHue
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Mpo3payHblil, 6eCLBETHBI PacTBOP.

d)apmaKorepaneBTu yeckasd rpynna

["'mnornukemmnyeckoe cpencTBo, aHanor 4enose4eckoro MHCynmHa gnnTenbHOro nencrTeus

Kop ATX - A10AE.

dapmakonormyeckme cBomcTea

CDapmaKo,q NHaMunkKa

Mpenapat NleBemnp® ® nekclleH® npon3BoanTCS METOAOM BMOTEXHONOMMM PEKOMOUHAHTHOW
NHK ¢ ncnonb3oBaHveM wramma Saccharomyces cerevisiae 1Bnsetcs pacTBOpUMbIM
6a3anbHbiM aHaNOroM YeNoBEeYECKOro MHCY IMHA NPOIOHTMPOBAHHOMO AEACTBUS C MNOCKUM
npodpunem pernctems. lNMpodpunb genctens npenaparta Jlesemnp ® nekclleH 3HauymMTenbHO
MeHee BapuabeneH No CPaBHEHWIO C U30PaH-MHCY IMHOM U UHCY TMHOM T 1apruH.
MponoHrupoBaHHoe neincTeme npenaparta Jlesemup ® nekclleH 06ycnoBneHO Bbipa>XXeHHOM
camoaccoumnaumenn Monekyn UHCynMHa geTemMmp B MECTe MHBbEKLMM U CBA3bIBAHMEM MONEKY N
npenapata ¢ anbbyMUHOM NOCPELACTBOM COEANHEHNS C BOKOBOWN XUPHO-KNCNOTHON LENbHO.
WHcynnH peteMup no cpaBHEHUIO C U30DaH-UHCYMMHOM K nepudepunyecknm
TKaHAM-MULLIEHAM pacnpenenseTcs MeaneHHee. OTm KOMOMHMPOBAHHbIE MEXAHN3MbI
3amensieHHoro pacnpegeneHus obecneumsatoT 60nee BOCNPON3BOAMMBIA NPOUIIb
abcopbumm n peinctema npenapara Jlesemnp ® nekclleH No cpaBHEHMIO C
n3ogoaH-nHCYNHOM.

B3aumopnencTeyet CoO cneumguryeckum peLenTopoM BHEWHeRn unuTonnasmaTtnyeckon
MeMOpaHbl KNeToK 1 06pasdyeT NMHCYUH-PELENTOPHbIA KOMMEKC, CTUMY IMPYIOLWNIA
BHYTPUKNETOYHbIE NPOLECCHI, B T. 4. CUHTE3 psAa K/oYeBbiIX (DEPMEHTOB (rekKCoKnHasa,
nnpyBaTKMHa3a, rankoreHcnHtTetasa u ap.). CHMXeHue cogepXaHus rinko3bl B KPOBU
00yCnoBNEHO MOBbLIWEHNEM €€ BHYTPUKIETOYHOrO TPaHCMNopPTa, YCUNEHNEM YCBOEHMS
TKaHAMW, CTUMYnSUUen NunoreHesa, rnmkoreHoreHesa, CHUXEHNEM CKOPOCTN NpoayKunm
FNIOKO3bl MeYeHblo 1 ap.

Ona nos 0,2-0,4 EL/kr 50% MakcuManbHbI 30OEKT Npenapara HacTynaeT B MHTepsane ot
3-4 yacos 0o 14 yacos nocne eeefeHus. [poooNXnNTENbHOCTL OENCTBUS cocTasnseT oo 24
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4acoB B 3aBMCMMOCTM OT 003bl, 4TO obecrneyrnBaeT BO3MOXHOCTb OAHOKPATHOrO U
LBYXKPATHOr0 eXenHEeBHOro BBeaeHus. [locne noakoXHOro BBeneHUs Habnwzancs
dbapMakogMHaMUY4EeCKnin OTBET, MPONOPLNOHANbHbIA BBEOEHHOM 003€ (MaKCMMallbHbINA

3o hekT, NPOJONXKMNTENBHOCTb AEACTBUS, 00WMIA 3hdeKT) B LONroCpOYHbIX UCCNenoBaHNAX
(> 6 MecsiLeB) nokasaTesib YPOBHS IMOKO3bl B M1a3mMe KPOBW HATOWAK Y MaUMEHTOB C
caxapHbiM gmabeTtom Tuna 1 6bin Nyyle No CPaBHEHUIO C M30MPaH-NHCY TMHOM, Ha3HAYaeMbIM
B 6a3unc/6ontocHoin Tepanuu. I MMKEMUYECKNIA KOHTPOb (FIMKO3UNMPOBAHHbIA FeMOr N06UH -

HbA 1¢) Ha dore Tepanum npenapatom flesemmnp d nekclleH 6bin CPABHIM C TAKOBLIM MPY NEYEHNM M30aH-UHCY IMHOM, C Boree HI3KIM
PUCKOM Pa3BUTKS HOYHOM MUMOTIMKEMUAV 1 OTCYTCTBMEM YBENIMHEHWSI MAcChl TENa Ha POHE NpuMeHeHnst Npenaparta Jlesemmp P nekclleH.
Mpocornb HOYHOTO KOHTPONS TNOKO3bl ABNSETCS 6oNee NNOCKMM 1 POBHLIM Y Npenapata Jlesemup ® nekclleH No cpaBHEHUIO C
M30PAH-UHCYIMHOM, YTO OTpaxaeTcs B 60Nee HA3KOM PUCKE Pa3BUTUS HOYHOW MUMOr IMKEMIAU.

wapMaKOKMHeTMKa

Abcopbumns

MakcumanbHas KOHLEHTpaLUUs B CbIBOPOTKE KPOBM [OCTUraeTcs Yepes 6-8 4acos nocne BBeneHus. MNpu OByXKPaTHOM eXEeLHEBHOM pexuMe
BBELEHWSI YCTOMYMBbLIE KOHLEHTpALMM NpenapaTta B CbIBOPOTKE KPOBW LOCTUraloTCcs nocne 2-3 BBeLEHWA. MeXuHamBuoyanbHas
BapuabebHOCTb BCachlBaHWs HUXe y npenaparta Jlesemup ®nekclleH no cpaBHEHWIO ¢ ApyrumMmu npenapatamu 6a3anbHOro NHCY MHa.
KnruHuyYeckn 3Ha4YvMbIX MEXMONOBBIX Pa3nunymii B oapMakokuHeTrke npenapata Jlesemup ®nekclleH BbisiBNEHO He Obino.

PacnpeneneHune
CpenHunit o6bem pacnpeneneHus npenapata Jlesemup ®nekclleH (npubnuautenbHo 0,1 n/Kr) ykasbliBaeT Ha TO, YTO BbICOKast [ONS
WHCYyNHa OeTemMup LMPKYyInpyeT B KPOBU.

Merabonusm

WHakTmeaums npenaparta Jlesemup ® nekclleH cxoaHa ¢ TakoBOW y NpenapaToB Y4e/0BE4eCKOro UHCYNHa; Bce obpasyowmecs MetaonnTbl
ABNAKOTCA HEeaKTUBHbIMU Pe3yanaTb| VICCﬂe,l]OBaHVIVI CBA3bIBaAHUA 6em<os in vitro u in vivo nokasbiBaloT OTCyTCTBI/Ie KNTMHNYEeCKN 3Ha4YNMbIX
B3aUMOAENCTBINIA MeX Oy MHCYNMHOM OETEMUP W XMPHLIMU KUCNOTaMy UK OPYrMMy npenapatami, CBA3bIBAOWMMUCS C Benkamu.

BbiBeneHne
TepMI/IHaﬂbeIVI nepmo,u I'IOHbeIBe,[leHI/IH nocne FIO,EI,KO)KHOI7I NMHDBbEeKUnn onpe,uenﬂeTc;l CTeneHbk BCaCcblBaHUSA N3 I'IOJJ,KO)KHOI?I TKAHU N
cocTaBnseT 5-7 4acos B 3aBMCMMOCTM OT 403bl.

JInHeiHocTb
Mpun NOAKOXHOM BBELAEHNN KOHLEHTPALMN B CHIBOPOTKE KPOBU BbiN MPOMNopLMOHabHbl BBEAEHHON [03€ (MaKkCUManbHas KOHLEHTpauus,
CTeneHb BCaCbIBAHUS).

Ocob6ble rpynnbl NaLUEHTOB

dapMakokUHeTU4eckue cBoricTea npenaparta Jlesemup d nekclleH 6binn uccnenoBanbl y aeTeit (6-12 net) n nogpocTkos (13-17 net) u
CpaBHEHbI CO B3POC/bIMU C caxapHbiM anabetom Tuna 1. Pasnmunii B hapMakoKMHETUHECKMX CBONCTBAX HE BblsiBNEHO. KnuHuyeckn
3HaYUMbIX pa3nuunii B papmakokmHeTrke npenapara Jlesemup ®nekclleH mexay NOXMAbIMA U MONOALIMW MALMEHTaMU, UAN MEXAY
nauneHTamm ¢ HapylweHnaMn PYHKLUM NOYeK 1 NeYeHn 1 300POBbIMY NauueHTaMmu, He BbiSBIEHO.

Moka3saHus K NMPUMEeHeHnIo
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CaxapHblii guabeTt

npomaonm(aaauvm

[MoBblweHHas nHomsmnayanbHasa 4yBCTBUTENIbHOCTb K UHCYNUHY AeTeMup nnu ﬂ}OﬁOMy N3 KOMMOHEHTOB npenapara.
He peKkoMeHOyeTCcAa NpUMeHATb npenapar J'IeBeMle ®nekclleH y neten 0o 6 net, T.K. KIIMHUYECKUe nccnenoBaHums y neten mnagwe 6 net He
npoBOAUNUCH.

anIMeHeHVIe B nepuon 6epemeHHocm U rpyaHoro sCKapmanBaHusi

B HacToslee BpeMs OTCYTCTBYIOT AaHHbIE K/IMHUYECKOrO MPUMEHEHUS MHCYIMHA OEeTEMUP BO BpeMsi GEPEMEHHOCTI U nakTauuu.
VccnenosaHve penpoayKTUBHOW QOYHKLMW Y XMBOTHBIX HE BbISIBUNW Pa3NnyMiA MEXAY NHCYNMHOM OEeTEMUP 1 YENOBEYECKM UHCYTMHOM B
nokasaTensix SMOPUOTOKCMYHOCTU U TepaToreHHOCTU. B Lenom, Heobxoaumo TwaTtenbHoe HabnioaeHne 6epeMEHHbBIX XEHILMH, CTpafatowmx
caxapHbiM [nabeToM B Te4eHUe BCero cpoka 6epeMeHHOCTH, a TakXe npu nnaHupoBaHnn 6epeMeHHocTu. MoTpebHOCTb B MHCYNUHE B |
TpuMecTpe 6epemMeHHOCTH 06bIYHO yMeHbliaeTcs, 3atem Bo Il v Il TpumecTpax Bo3pacTtaeTt. Bckope nocne poaos noTpebHOCTb B MHCY NHE
6bICTPO BO3BPAWAETCS K YPOBHIO, KOTOPLIN O6bin [0 6epEMEHHOCTU. Y KOPMSILLUX XEHLLMH MOXET NoTpeboBaTbCs KOPPEKLMS 0O3bl UHYIMHA
n OneThbl.

Cnoco6 npuMeHeHUsi U [03bl

Ilesemnp ®nekclleH npegHasHavyeH ona NOLKOXHOro BBEAEHUS.

Jlosa npenapata Jlesemup ®nekclleH onpeaenseTcs MHANBMAYaNbHO B KaXA0M KOHKpeTHOM cnyyae. MNpenapat Jlesemup P nekclleH
cnenyet HasHayatb 1 UnM 2 pasa B feHb Ucxoas n3 noTpebHocT naumeHTa MauneHTbl, KOTOpbiM TpebyeTcs NpUMeHeHVe npenaparta
LBaX[bl B A€Hb 4151 ONTUMANbHOIO KOHTPONS 33 YPOBHEM IMOKO3bl KPOBW, MOFYT BBOAMTbL BEYEPHIOWD 003y MO0 BO BPEMs yXUHa, nnbo
nepen cHoM, 6o Yyepes 12 yacos Nocne yTpeHHeh [o3bl.

JleBemup @ nekclleH BBOANTCS NOAKOXHO B obnactb 6eapa, nepenHei OPIOWHOM CTeHKM Ui nnedo. Mecta UHbeKLMiA cneayeT MeHsTb
[axe npuv BBEAEHUN B OOHY 1 Ty Xe obnacTb.

Kak 1 npu ncnonb3oBaHum Opyrnx MHCYNHOB, ¥ MOXW/bIX NAUMEHTOB 1 NaLMEHTOB C NOYEYHOW UK NEYEHOYHON HeJOCTaTOYHOCTbIO
cnenyet 6onee TwWaTenbHO KOHTPONMPOBATb YPOBEHb FNHOKO3bl KPOBM 1 KOPPErMpoBaTh f03Y UHCYNUHA LETEMUP WHAMBULYANbHO
Koppekuus [o3bl MOXeT ObITb TakXe HEOOX0AMMA 1 MPY YCUNEHUN (PU3NYECKOM aKTMBHOCTM NaUMEHTA, U3MEHEHUN ero 0BbIYHON AMETbI
unu npu conyTcTeytowem 3abonesaHnm MepeBon ¢ Apyrux Nnpenaparos UHCYNMHa: MepeBon C MHCYNIMHOB CpeLHel NPOA0IKUTENbHOCTM
LEeiCTBUS 1 MPONOHIMPOBAHHBIX MHCYIMHOB HA UHCYNuH JleBemup @ nekclleH MoxeT notpeboBaTtbh KOPpPEKLUM 103bl U BPEMEHW BBELEHUS.
Kak 1 npu ncnonb3oBaHum Opyrux npenapaTos MHCYNUHA, PEKOMEHAYETCS TWaTenbHoe HabnoaeHne 3a YPOBHEM T /HOKO3bl KPOBU BO BPEMSI
nepeBoja 1 B NepBble HEAENN Ha3HAYEHWs HOBOrO npenapata. BoaMoxHo, noTpebyeTcs KOppeKLMs CONyTCTBYIOWEN FUNOr IMKEMUYECKOM
Tepanuu (0o3a 1 BpeMsi BBELEHUS KOPOTKOLEVCTBYIOWMX NPenapaToB WMHCYIMHA UK [03a NepopanbHbIX TUMMNOr IMKEMUYECKNX NPenapartos).

Mo6ouHoe peicTBue

Mo6oyHble peakumm, HabnLaeMble y NALMEHTOB, MPUMEHSOWMX NpenapaTt Jlesemup ®nekclleH, ABASIOTCS B OCHOBHOM [0303aBUCUMbIMU U
pas3BUBAIOTCS BCNEACTBME (HAPMaKoNornyeckoro aodekta nHeynmHa. Mmnornvkemust, Kak npaemno, siBnsieTcsl Haubonee YacTbiM NOOOYHBLIM
adpchekToM. M'MnornmkeMnsi pa3BmMBaeTCs B Clyyae, eCnM BBELEHA CNUWKOM BbiCOKas 403a npenapaTta 0THOCUTENbHO NOTPeBHOCTH
opraHuama B UHcynmHe. 13 KimHuyYeckmx nccnefoBaHuii U3BECTHO, YTO TSXKENbIE TUMOrNIMKEMUW, OnpenensieMble Kak noTpebHoCTb BO
BMELATENbCTBE TPETbUX NUL, Pa3BuBaeTcs npubnmantencHo y 6% naumneHTos, nonyyatowmx lesemup ®nekclleH. Peakunmn B MecTtax
BBELEHWS MOryT HabnoaaTbcs Npu nedeHun npenapartom Jlesemmp D nekclleH, npubnmanTensHo y 2% NauMEHTOB. STW peakuum BKIYaloT
rnokpacHeHue, NpunyxnocTb U 3yl B MECTE UHDBEKLIMW 1, KaK NPasBunio, HOCAT BPEMEHHbIN XxapakTep, T.e. UcyesaloT Npu nNpoaoIXeHUN
neyenns Jons nauveHToB, NONyYaloWmX NeYeHNe Ny KOTOPbIX OXMAAETCS pa3BuTre NoboYHbIX acpdekToB, oLeHBaeTcs kak 12%. Yactota
pa3BnTUS NOBOYHBIX 3PIEKTOB, KOTOPbIE MO OBLLEl OLEHKE OTHOCATCS K nNpenaparty Jlesemup dnekclleH, BO BpeMs KNMHUYECKUX
nccnenoBaHui, NpeacTaBneHa Huxe.

HapyuweHnst metabonnama 1 paccTponcTsa NUTaHus
Hacreie (>1/100, 1/100, 1/1000, 1/1000, 1/1000, 1/10000,

174



